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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-2, 4-9 13-14, 16-21, 25-27, 28-29, and 31-36 are rejected under 35 
U.S.C. 102(b) as being anticipated by Obel et al. (US Patent No 5199428). Regarding 
claims 1, 4,13, 16, 25, 28, and 31, Obel discloses a cardiac stimulating system that 
contains a control circuit (fig. 2). The device also has electrode sensors for detecting 
blood oxygen saturation and the pH level. These electrode sensors are located on a 
lead and placed in the coronary sinus (column 3 lines 42-47). The device also has 
another sensor with conjunction to the coronary sinus sensor to measure the 
electrocardiogram ECG of the heart, which is coupled to the circuitry (column 7 lines 8- 
15). 

Regarding claims 2, 5, 14, 17, 29, and 32 the pH and blood oxygen saturation 
values recorded when the ventricles are filled with blood (diastole, first value) as well as 
during contraction of the heart (systole, second value) (column 2 lines 11-15, column 5 
lines 9-11, 30-39, column 7 lines 8-15, column 9 lines 25-35). 

Regarding claims 6, 18, and 33, Obel discloses the oxygen and pH sensors 
trigger the detection of ischemia. The system is configured to store the values of the 
oxygen and pH sensor values that satisfy the programmed thresholds (column 6 lines 
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45-53). Once the condition of ischemia is detected stimulation occurs providing pacing 
therapies (column 6 lines 66-68 column 7 lines 1-4). 

With respect to claims 7, 8, 19, 20, 34, and, 35, Obel discloses a predetermine 
condition includes having the pH value fall below the rate of change of the pH threshold 
(lower first value) as well as the blood oxygen falling above a rate of change of blood 
oxygen threshold (higher second value) (column 7 lines 26-45). 

Concerning claims 9, 21 , 26 and 36, Obel discloses the delivery of atrial and 
ventricular stimulation pulses in the heart by the control circuit (column 8 lines 55-56). 
The control of the pulses is determined by the thresholds values that the pH and oxygen 
sensors obtain (column 25-39). 

Regarding claim 27, Obel discloses a lead that is placed in the right ventricle of 
the patient's heart (column 5 lines 37-39, column 9 lines 28-30). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 3, 15, and 30 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Obel et al. (US Patent No 5199428). Obel discloses the claimed invention except 
for detecting the second value in said second portion with a final 70% of said diastolic 
portion. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to detect the second value in said second portion with a final 70% 
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of said diastolic portion, since it has been held that where the general conditions of a 
claim are discloses in the prior art, discovering the optimum or workable ranges involves 
only routine skill n the art. In re Aller, 105 USPQ 233. 

5. Claims 1 1, 12, 23, 24, 38, 39 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Obel et al. (US Patent No 5199428) as applied to claims 1, 13 and 28 
above, and further in view of Jensen et al. (US Patent No. 6752765). Obel discloses the 
invention substantially as claimed however does not show the implantable monitoring 
device having a warning signal generator and a physical activity level sensor. Jensen 
discloses the use of an activity sensor such as an accelerometer or a piezoelectric 
transducer that can be used to verify if the patient is at rest or not (column 5 lines 8-15). 
This will help to regulate the pacing therapies being delivered to the patient. Also 
Jensen discloses the system having an alarm or indicator (warning signal) that is 
triggered so the clinician maybe alerted when the patient's condition changes. Therefore 
it would have been obvious to one of ordinary skill in the art, at the time of the invention, 
to modify the device of Obel by adding a activity sensor and a alarm signal as taught by 
Jensen in order to facilitate the regulation of pacing therapies being deliver to a patient 
and to be able to signal the clinician when the patient's condition changes. 
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6. Claims 10, 22 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Obel et al. (US Patent No 5199428) as applied to claims 1 , 13 and 28, and further 
in view of Hill et al. (US 2002/0107553). Obel discloses the invention substantially as 
claimed however does not show the therapeutic device having a drug delivery to a 
person whom heart-monitoring devices implanted. Hill discloses a drug delivery system 
included within the implanted device that may be used together with the electrical 
stimulation. This drug delivery system provides biologically active agent to the tissues of 
patients to prevent anticipated or detected physiological insults. Therefore it would have 
been obvious to one of ordinary skill in the art, at the time of the invention, to modify the 
device of Obel by adding rug delivery system as taught by Hill in order to [prevent 
anticipated or detected physiological insults to the patient. 

Conclusion 

The following patent and patent application publications are cited and further 
show the state of the art with respect to *(invention)* in general: 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon-Eric C. Morales whose telephone number is 571- 
272-3107. The examiner can normally be reached on Monday through Friday from 8am 
- 5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl Layno can be reached on 571-272-4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/630,468 



Page 6 



Art Unit: 3766 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jon-Eric Morales/ Carl Layno 

Patent Examiner Acting Supervisory Patent 

Art Unit 3766 Examiner 
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